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adipose tissue masses or to other car-
cass parts and tissues. Tallow must be 
free of prohibited cattle material or 
must contain not more than 0.15 per-
cent hexane-insoluble impurities as de-
termined by the method for ‘‘hexane- 
insoluble matter,’’ p. 465, in the ‘‘Food 
Chemicals Codex,’’ 5th Ed. (2004), incor-
porated by reference in accordance 
with 5 U.S.C. 552(a) and 1 CFR part 51, 
or another method equivalent in accu-
racy, precision, and sensitivity to the 
method in the Food Chemicals Codex. 
You may obtain copies of the method 
from the National Academy Press, 2101 
Constitution Ave. NW., Washington, 
DC 20418 (Internet address http:// 
www.nap.edu) and the Division of Dairy 
and Egg Safety (HFS–306), Center for 
Food Safety and Applied Nutrition, 
Food and Drug Administration, 5100 
Paint Branch Pkwy., College Park, MD 
20740. Copies may be examined at the 
Center for Food Safety and Applied Nu-
trition’s Library, 5100 Paint Branch 
Pkwy., College Park, MD 20740, or at 
the National Archives and Records Ad-
ministration (NARA). For information 
on the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

(7) Tallow derivative means any chem-
ical obtained through initial hydrol-
ysis, saponification, or trans- 
esterification of tallow; chemical con-
version of material obtained by hydrol-
ysis, saponification, or trans- 
esterification may be applied to obtain 
the desired product. 

(b) Requirements. No human food shall 
be manufactured from, processed with, 
or otherwise contain, prohibited cattle 
materials. 

(c) Records. Manufacturers and proc-
essors of human food that is manufac-
tured from, processed with, or other-
wise contains, cattle material must 
make existing records relevant to com-
pliance with this section available to 
FDA for inspection and copying. 

(d) Adulteration. (1) Failure of a man-
ufacturer or processor to operate in 
compliance with the requirements of 
paragraphs (b) or (c) of this section 
renders human food adulterated under 
section 402(a)(4) of the act. 

(2) Human food manufactured from, 
processed with, or otherwise con-
taining, prohibited cattle materials is 
unfit for human food and deemed adul-
terated under section 402(a)(3) of the 
act. 

(3)Food additive status. Prohibited 
cattle materials for use in human food 
are food additives subject to section 409 
of the act, except when used as dietary 
ingredients in dietary supplements. 
The use or intended use of any prohib-
ited cattle material in human food 
causes the material and the food to be 
adulterated under section 402(a)(2)(C) 
of the act if the prohibited cattle mate-
rial is a food additive, unless it is the 
subject of a food additive regulation or 
of an investigational exemption for a 
food additive under § 170.17 of this chap-
ter. 

[69 FR 42273, July 14, 2004] 

Subpart C—Substances Generally 
Prohibited From Direct Addi-
tion or Use as Human Food 

SOURCE: 42 FR 14659, Mar. 15, 1977, unless 
otherwise noted. Redesignated at 69 FR 42273, 
July 14, 2004. 

§ 189.110 Calamus and its derivatives. 

(a) Calamus is the dried rhizome of 
Acorus calamus L. It has been used as a 
flavoring compound, especially as the 
oil or extract. 

(b) Food containing any added 
calamus, oil of calamus, or extract of 
calamus is deemed to be adulterated in 
violation of the act based upon an 
order published in the FEDERAL REG-
ISTER of May 9, 1968 (33 FR 6967). 

(c) The analytical method used for 
detecting oil of calamus (b-asarone) is 
in the ‘‘Journal of the Association of 
Official Analytical Chemists,’’ Volume 
56, (Number 5), pages 1281 to 1283, Sep-
tember 1973, which is incorporated by 
reference. Copies are available from 
the Association of Official Analytical 
Chemists International, 481 North 
Frederick Ave., suite 500, Gaithersburg, 
MD 20877–2504, also from the Division of 
Food and Color Additives, Center for 
Food Safety and Applied Nutrition 
(HFS–200), Food and Drug Administra-
tion, 5100 Paint Branch Pkwy., College 
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Park, MD 20740, or available for inspec-
tion at the National Archives and 
Records Administration (NARA). For 
information on the availability of this 
material at NARA, call 202–741–6030, or 
go to: http://www.archives.gov/ 
federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[42 FR 14659, Mar. 15, 1977, as amended at 47 
FR 11855, Mar. 19, 1982; 54 FR 24899, June 12, 
1989] 

§ 189.113 Cinnamyl anthranilate. 

(a) The food additive cinnamyl an-
thranilate (C16H15NO2, CAS Reg. No. 87– 
29–6) is the ester of cinnamyl alcohol 
and anthranilic acid. Cinnamyl an-
thranilate is a synthetic chemical that 
has not been identified in natural prod-
ucts at levels detectable by available 
methodology. It has been used as a fla-
voring agent in food. 

(b) Food containing any added 
cinnamyl anthranilate is deemed to be 
adulterated in violation of the act 
based upon an order published in the 
FEDERAL REGISTER of October 23, 1985. 

[50 FR 42932, Oct. 23, 1985] 

§ 189.120 Cobaltous salts and its de-
rivatives. 

(a) Cobaltous salts are the chemicals, 
CoC4H6O4, CoCl2, and CoSO4.They have 
been used in fermented malt beverages 
as a foam stabilizer and to prevent 
‘‘gushing.’’ 

(b) Food containing any added cobal-
tous salts is deemed to be adulterated 
in violation of the act based upon an 
order published in the FEDERAL REG-
ISTER of August 12, 1966 (31 FR 8788). 

§ 189.130 Coumarin. 

(a) Coumarin is the chemical 1,2- 
benzopyrone, C9H6O2. It is found in 
tonka beans and extract of tonka 
beans, among other natural sources, 
and is also synthesized. It has been 
used as a flavoring compound. 

(b) Food containing any added cou-
marin as such or as a constituent of 
tonka beans or tonka extract is deemed 
to be adulterated under the act, based 
upon an order published in the FED-
ERAL REGISTER of March 5, 1954 (19 FR 
1239). 

(c) The analytical methods used for 
detecting coumarin in food are in sec-
tions 19.016–19.024 of the ‘‘Official Meth-
ods of Analysis of the Association of 
Official Analytical Chemists,’’ 13th Ed. 
(1980), which is incorporated by ref-
erence. Copies may be obtained from 
the Association of Official Analytical 
Chemists International, 481 North 
Frederick Ave., suite 500, Gaithersburg, 
MD 20877–2504, or may be examined at 
the National Archives and Records Ad-
ministration (NARA). For information 
on the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
codeloflfederallregulations/ 
ibrllocations.html. 

[42 FR 14659, Mar. 15, 1977, as amended at 49 
FR 10114, Mar. 19, 1984; 54 FR 24899, June 12, 
1989] 

§ 189.135 Cyclamate and its deriva-
tives. 

(a) Calcium, sodium, magnesium and 
potassium salts of cyclohexane sul-
famic acid, (C6H12NO3S)2Ca, 
(C6H12NO3S)Na, (C6H12NO3S)2Mg, and 
(C6H12NO3S)K. Cyclamates are syn-
thetic chemicals having a sweet taste 
30 to 40 times that of sucrose, are not 
found in natural products at levels de-
tectable by the official methodology, 
and have been used as artificial sweet-
eners. 

(b) Food containing any added or de-
tectable level of cyclamate is deemed 
to be adulterated in violation of the 
act based upon an order published in 
the FEDERAL REGISTER of October 21, 
1969 (34 FR 17063). 

(c) The analytical methods used for 
detecting cyclamate in food are in sec-
tions 20.162–20.172 of the ‘‘Official Meth-
ods of Analysis of the Association of 
Official Analytical Chemists,’’ 13th Ed. 
(1980), which is incorporated by ref-
erence. Copies may be obtained from 
the Association of Official Analytical 
Chemists International, 481 North 
Frederick Ave., suite 500, Gaithersburg, 
MD 20877–2504, or may be examined at 
the National Archives and Records Ad-
ministration (NARA). For information 
on the availability of this material at 
NARA, call 202–741–6030, or go to: http:// 
www.archives.gov/federallregister/ 
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